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nonapprovable notice for the new drug 
application or on January 20, 1977, 
whichever occurs first. 

(g) The exemption referred to in 
paragraph (a) of this section, as applied 
to any drug intended solely for inves-
tigational use as part of a research 
project, which use had been approved 
on or before July 25, 1975 in accordance 
with 10 CFR 35.11 (or equivalent regula-
tion of an Agreement State) is termi-
nated on February 20, 1976 if the manu-
facturer of such drug or the sponsor of 
the investigation of such drug submits 
on or before August 25, 1975 to the Food 
and Drug Administration, Bureau of 
Drugs, HFD–150, 5600 Fishers Lane, 
Rockville, MD 20857, the following in-
formation: 

(1) The research project title; 
(2) A brief description of the purpose 

of the project; 
(3) The name of the investigator re-

sponsible; 
(4) The name and license number of 

the institution holding the specific li-
cense under 10 CFR 35.11 (or equivalent 
regulation of an Agreement State); 

(5) The name and maximum amount 
per subject of the radionuclide used; 

(6) The number of subjects involved; 
and 

(7) The date on which the administra-
tion of the radioactive drugs is ex-
pected to be completed. 

(h) The exemption referred to in 
paragraph (a) of this section, as applied 
to any drug not referred to in para-
graphs (d), (f), and (g) of this section, is 
terminated on August 26, 1975. 

[39 FR 11680, Mar. 29, 1974, as amended at 40 
FR 31307, July 25, 1975; 40 FR 44543, Sept. 29, 
1975; 41 FR 35171, Aug. 20, 1976; 41 FR 42947, 
Sept. 29, 1976; 50 FR 8996, Mar. 6, 1985; 55 FR 
11578, Mar. 29, 1990; 64 FR 56449, Oct. 20, 1999]

§ 310.509 Parenteral drug products in 
plastic containers. 

(a) Any parenteral drug product 
packaged in a plastic immediate con-
tainer is not generally recognized as 
safe and effective, is a new drug within 
the meaning of section 201(p) of the 
act, and requires an approved new drug 
application as a condition for mar-
keting. An ‘‘Investigational New Drug 
Application’’ set forth in part 312 of 
this chapter is required for clinical in-

vestigations designed to obtain evi-
dence of safety and effectiveness. 

(b) As used in this section, the term 
‘‘large volume parenteral drug prod-
uct’’ means a terminally sterilized 
aqueous drug product packaged in a 
single-dose container with a capacity 
of 100 milliliters or more and intended 
to be administered or used intra-
venously in a human. 

(c) Until the results of compatibility 
studies are evaluated, a large volume 
parenteral drug product for intra-
venous use in humans that is packaged 
in a plastic immediate container on or 
after April 16, 1979, is misbranded un-
less its labeling contains a warning 
that includes the following informa-
tion: 

(1) A statement that additives may 
be incompatible. 

(2) A statement that, if additive 
drugs are introduced into the paren-
teral system, aseptic techniques should 
be used and the solution should be 
thoroughly mixed. 

(3) A statement that a solution con-
taining an additive drug should not be 
stored. 

(d) This section does not apply to a 
biological product licensed under the 
Public Health Service Act of July 1, 
1944 (42 U.S.C. 201). 

[62 FR 12084, Mar. 14, 1997]

§ 310.515 Patient package inserts for 
estrogens. 

(a) Requirement for a patient package 
insert. FDA concludes that the safe and 
effective use of drug products con-
taining estrogens requires that pa-
tients be fully informed of the benefits 
and risks involved in the use of these 
drugs. Accordingly, except as provided 
in paragraph (e) of this section, each 
estrogen drug product restricted to 
prescription distribution, including 
products containing estrogens in fixed 
combinations with other drugs, shall 
be dispensed to patients with a patient 
package insert containing information 
concerning the drug’s benefits and 
risks. An estrogen drug product that 
does not comply with the requirements 
of this section is misbranded under sec-
tion 502(a) of the Federal Food, Drug, 
and Cosmetic Act. 
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